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510(k) Summary

Sponsor: Siemens Medical Solutions USA, Inc.,
Ultrasound Division
1230 Shorebird Way NOV 1 4 2t}[)6
P.O. Box 7393
Mountain View, California 94039-7393

Contact Person: Sheila W. Pickering
Telephone: (650) 943 7 187
Fax: (650) 943 7053

Submission Date: October 06, 2006

Device Name: Siemens Acuson Sequoia Ultrasound System

Common Name: Diagnostic Ultrasound System with Accessories

Classification:
Regulatory Class: II
Review Category: Tier II
Classification Panel: Radiology

Ultrasonic Pulsed Doppler Imaging System FR # 892.1550 Product Code 90-,YN
Ultrasonic Pulsed Echo Imaging System FR # 892.1560 Product Code 90-IYO
Diagnostic Ultrasound Transducer FR # 892.1570 Product Code 90-ITX
Diagnostic Intravascular Catheter FR # 870.1200 Product Code 74-DQO

A. Legally Marketed Predicate Devices
The Siemens Acuson Sequoia ultrasound system is a multi-purpose diagnostic ultrasound system with
accessories and proprietary software, and is substantially equivalent to our current product the Siemens
Acuson Sequoia ultrasound system (K052410).

B. Device Description:

The Siemens Acuson Sequoia has been designed to meet the following product safety standards:

• UL 2601-1, Safety Requirements for Medical Equipment
* IEC 60601-2-37 Diagnostic Ultrasound Safety Standards
* CSA C22.2 No. 601-1, Safety Requirements for Medical Equipment
· AIUM/NEMA UD-3, 1998 Standard for Real Time Display of Thermal and Mechanical

Acoustic Output Indices on Diagnostic Ultrasound Equipment
* AlUM/NEMA UD-2, 1998 Acoustic Output Measurement Standard for Diagnostic

Ultrasound
* 93/42/EEC Medical Devices Directive
• Safety and EMC Requirements for Medical Equipment

* EN/EC 6060!-
EN/IEC 6060 1 - I -* EN/IEC 60601-1-1

* EN/IEC 60601-1-2
* IEC 1157 Declaration of Acoustic Power
• ISO 10993-1 Biocompatibility
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C. Intended Use

The Sequoia ultrasound imaging system is intended for use in the following applications:

General Imaging and Cardiology for Fetal, Abdominal, Intraoperative (abdominal and neurological),
Pediatrics, Small Organs (breast, testes, thyroid and penis), Neonatal/Adult Cephalic, Cardiac (adult,
pediatric and neonatal), Transesophageal, Transrectal, Transvaginal, Peripheral Vessels, and Musculo-
sceletal (superficial and conventional) applications, and intended uses as defined in the FDA guidance
document.
The system also provides for the measurement of anatomical structures and for analysis packages that
provide information that is used for clinical diagnosis purposes.

D. Substantial Equivalence

The submission device is substantially equivalent to the predicate with regard to both intended use and
technological characteristics.

E. Performance Data

The Sequoia modifications are verified and validated according to the company's design control process.

Section I I 5 10(k) Summary of Safety and Effectiveness Pg. 11.2 of I 1.2



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Sheila Pickering, Ph.D. NOV 1 4 Z006
Senior Director of Regulatory Affairs
Siemens Medical Solutions USA, Inc.
1230 Shorebird Way
MOUNTAIN VIEW CA 94039

Re: K063085
Trade Name: ACSON SequoiaTM Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulation Number: 21 CFR 870.1200
Regulation Name: Diagnostic intravascular catheter
Regulatory Class: II
Product Code: IYO, IYN, ITX, and DQO
Dated: October 6, 2006
Received: October 16, 2006

Dear Dr. Pickering:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the ACSON SequoiaTM Ultrasound System, as described in your premarket notification:
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Transducer Model Number

4C 1 9L4 4V1
5C2 13L5SP 4Vlc
6C2 15L8 4V2
8C4 15L8w 5V2c

EClOc5 17L5 7V3c
EV8C4 V5M TEE 8V3

6L3 V7M TEE 8V5
8L5 V7B TEE 10V4

8L5T 3V2c AUX CW
AcuNav (IC 10V5 or l OF) Ultrasound Catheter

AcuNav 8F Ultrasound Catheter

If your device is classified (see above) into either class I1 (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center's September 30, 1997 "Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers." If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer's 510(k) number. It should be clearly and
prominently marked "ADD-TO-FILE" and should be submitted in duplicate to:

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850
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This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.htmI

If you have any questions regarding the content of this letter, please contact Andrew Kang at
(240) 276-3666.

Sincerely yours,

Nancy C. Brogdon
Director, Division of Reproductive,

Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)
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Ultrasound Division Special 510(k) Submnission

510(k) Number (if known): C< 0 3 O. '&

Device Name: ACUSON SequoiaTM Ultrasound System

Indications for Use:

The Sequoia ultrasound imaging system is intended for use in the following
applications:

General Imaging and Cardiology for Fetal, Abdominal, Intraoperative (abdominal and
neurological), Pediatrics, Small Organs (breast, testes, thyroid and penis),
Neonatal/Adult Cephalic, Cardiac (adult, pediatric and neonatal), Transesophageal,
Transrectal, Transvaginal, Peripheral Vessels, and Musculo-sceletal (superficial and
conventional) applications, and intended uses as defined in the FDA guidance
document.

The system also provides for the measurement of anatomical structures and for
analysis packages that provide information that is used for clinical diagnosis
purposes.

Prescription Use X A13/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW TIllS LINE - CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off/) i
Division of Reproduye. Abdoninal.
and Radiological Devices
610(k) Number Pg. /16. o 6.31

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.1 of 6.3]



Siemens Medical Solutions USA, Inc. ACUSON Scquoia'M Ultrasound Systemn
Ultrasound Division Special 510(k) Submnission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): j( o/~3 c 0't;
Device Name: Sequoia~m Ultrasound System

fIntended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Apiaon A B M PWVD CWDI Color Power Color Ciombifned Harmonic
lDoppler (Amplitude) Velocity (Speciy) Imaging

~ ~~~~7 ~~~~~~~~Doppler Imaging

Ophithalmic
Petal P P P P P P P.
Abdominal P P P P P P P. P
Incraniperative P P P P P P P. P
Abdominal
tntraoperative P P P P P, P Pt P
NeurologicalI

Pediatric P P P P P P P. P
Small organ P P P P P P P. P
(specify)t*

Neonatal Cephalic P P P P P P P.P

Adult Cephalic P P P P P P Pt P
Cardiac P P P P P P P. P
Trans-esophageal P P P P P P P. P
Tranrcrctal P P P P P P P. P
Trainvaginad P P P P P, P P. P

Transuredural
lntravascular
Peripheral Vessel P P P P P P P. P
La paros copie
Musculo-skeletal P P P P P P, Pt P
(Conventional)
Musculo-skeletal P P P P P P P.
(Superficial)

Other (specify) t tt P P P P P P P. P

P-previously cleared by the FDA under premarket notifications #K05241 0, #K051 139,41K041319, #K(032114,
#K022567, #K002807, #K992631, #K992580, #K973767, #K935595/Sl.

Additional Comments:
*Combinations include: B-tM, Bq-PWD. B+CWD. B+Color Doppler, B±Mq- Color Doppler,

B±PWD-iColor Doppler, B-iCWD+Color Doppler, Bq-Power Doppler,
B+Mq-Power Doppler. B±PWD±Power Doppler, B±CWD±Power Doppler, B±Clarify VE
**small organs (breast, testes, thyroid, penis)
***neonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 80 1. 109)

Division of Repr~od 1,Ado ti
and Radiological Devices
510ON)Number -U &'130/

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.2 of 6.31



Siemens Medical Solutions .JSA, Inc ACUSON Sequoia' Ultrasound System
Ultrasound Division Special 510(Q) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known): k' t'6.-3 6O('_'
Device Name: 4C1

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD CWI) Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Inaging

noppler Imaging

Ophthalmic
Fetal P P P P P P P. p
Abdominal P P P P P P p. p
lntraoperative
Abdominal
Intraoperative
Neurological

Pediatric P P P P P P p. p
Small Organ P P P P P P p. P
(specify)**

Neonatal Cephalic

Adult Cephalic
Cardiac P P P P P P P. p
Trans-esophageal
Transrectal
Trans vaginal
Transurethral
Intravascular
Peripheral Vessel P P P P p P P.pP p
Laparoscopic
Musculo-skeletal
(Conventional)
Musculo-skeleta[
(Superficial)
Other (specify)
P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,
#K022567, and #K002807.

Additional Comments:
*Combinations include: B±M, B+PWD. B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**small organs (breast, testes, thyroid, penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDR1, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off) / '
Division of Reproductive, Abdominal,
and Radiological Devices
51S ON Number Idcto o U se n P

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.3 of 6.31



Siemens Medical Solutions USA, Inc. ACUSON SequoiaT M Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): /<o0S a &Se-
Device Name: 5C2

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal P P P P P P P4 P
Abdominal P P P P P P p* P
lntraoperative
Abdominal
lntraoperative
Neurological
Pediatric P P P P P P P* P
Small Organ
(specify)**
Neonatal Cephalic
Adult Cephalic
Cardiac P P P P P P P* P
Trans-esophageal
Transrectal
Transvaginal
Trans urethral
Intravascular
Peripheral Vessel P P P P P P P. P
Laparoscopic,
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (specify)
P-previously cleared by the FDA under premarket notifications #K1052410, #K051139, #K041319, #K032114,
#K022567, #K002807, and #K973767.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarifv VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Signv-Offi
Division of Reproduct e, Abdominal,
and Radiological Devices j/
510(k) Number

Seclion 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.4 of 6.31



Siemens Medical Solutions USA, Inc ACUSON SequoiaT M Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known): K<O'/3 oa ,"S

Device Name: 6C2

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal Pp p p P P P. P

Abdominal P P P P P P P. P
lntraoperative P P P P P P P. P
Abdominal
Intraoperativc P P P P P P P* P
Neurological

Pediatric P P P P P P P* P
Small Organ P P P p P P

(specify)**
Neonatal Cephalic

Adult Cephalic
Cardiac P P P P P P* P
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vessel P P P P P P P
Laparoscopic
Musculo-skeletal
(Conventional)

Musculo-skeleta]
(Superficial)

Other (specify)
P=previously cleared by the FDA under premnarket notifications #K052410, #K051139, #K041319, #K032114,

#K022567, and #K002807.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**small organs (breast, testes, thyroid, penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off}3
Division of Reproductive, Abdominal,
and Radiological Devices
510(k) Number U s e F/LI-5o6

Section 6 Diagnostic Ultrasound Indications for Use Forma Pg. 6.5 of 6.31



Siemens Medical Solutions USA, Inc ACUSON Sequoia'T M Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K: o6 8 S-
Device Name: 8C4

intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD) CWD Color Power Color Combined Harmonic
l)oppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal P P P P P P P* P
Abdominal P P P P P P P* P
lntraoperative P P P P P P P. P
Abdominal
lntraoperative P P P P P P P * P
Neurological
Pediatric PP P P P P P. P
Small Organ
(specify)**
Neonatal Cephalic
Adult Cep halic
Cardiac P P P P P P P. P
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vessel P P P P P P P. P
Laparoscopic
Musculo-skeletal
(Conventional)
Musculo -skeletal
(Superficial)
Other (specify)
P=previously cleared by the FDA under premarket notifications #K052410, #KO51139, #K041319, #K032114,
#K022567, #K002807, and #K973767.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarif¥ VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescriptiot Use (Pe21 CFR 801.109)

Division of Reproductive, Abdominal.
and Radiological Devices j

510(k) Number _

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.6 of 6.31



Siemens Medical Solutions USA, Inc ACUSON Sequoia'" Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): 1< 0 $3 0 & C"
Device Name: EC10c5

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specifr) Imaging

l)oppler Imaging
Ophthalmic
Fetal

Abdominal
lntraoperative
Abdominal
Intraoperative
Neurological

Pediatric
Small Organ
(specify)**

Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal P P P P P P P. p
Transvaginal P P P P P P P* P
Transurethral
Intravascular

Peripheral Vessel
Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,
#K022567, and #K002807.

Additional Comments:
*Comibinations include: B+M, B+PWD, B+CWD, B+Color Doppler. B+M+ Color Doppler.
B+PWD+Color Doppler. B+ CWD+Color Doppler. B-Power Doppler.

B±M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off) //
Division of Reproductie, AbdoMal --

and Radiological Devices
510(k) Number - r_ _ __ _ _

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.7 of 6.31



Siemens Medical Solutions USA, Inc. ACIJSON SequoiaT M Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): ' 0 oj 3,o
Device Name: EVSC4

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PW) CWI) Color Power Color Combined Harmonic
l)oppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic

Fetal P P P P P Pt P

Abdoninal P P P P P P P. P
Intraoperative
Abdominal
tntraoperative
Neurological

Pediatric
Small Organ
(specify)tt

Neonatal Cephalic

Adult Cephalic
Cardiac

Trans-esophageal
Transrectal
Transvaginal P P P P P P P. P

Transurethral
Intravascular

Peripheral Vessel
Laparoscopic
Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K05241 0, #K051139, #K041319, #K032114,
#K022567, #K002807, and #K973767.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off) /~/
Division of Reproduc ye, Abdornaf,
and Radiological Devices
510(Xk} Number k _

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.8 of 6.31



Siemens Medical Solutions USA, Inc. ACUSON SequoiaT M Ultrasound System

Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known): M 0630 o9 " -'

Device Name: 6L3

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD) ClVI) Color Power Color Combined Harmonic
loppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal P P P P P P P* P

Abdominal
bu'aoperative P P P p P P
Abdominal
Intraperative P P P P P P P. P
Neurological

Pediatric
Small Organ P P P P P P P* P
(specify)**

Neonatal Cephalic

Adult Cephalic
Cardiac P P P P P P P. P

Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vessel P P P P P P P. P

Laparoscopic
Musculo-skeletal P P P P P P P* P
(Conventional)
Musculo-skeletal P P P P P P P* P
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,
#K022567, #K002807, and #K973767.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**small organs (breast, testes, thyroid, penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devices /¢ OI
510(k) Number - _ /( L 0 J V -

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.9 of 6.31



Siemens Medical Solutions USA, ]nc ACUSON SequoiaTM Ultrasound System

Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): < O/ a'

Device Name: 81,5

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD CWVD Color Power C olor Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal

Abdominal
lntraoperative p p P p P P P* P
Abdominal
lntraoperative P P P P P P P- p

Neurological
Pediatric

Small Organ P P P P P P P P

(specify)**
Neonatal Cephalic

Adult Cephalic
Cardiac P P P P P P Pt P

Trans-esophageal
Transrectal
Transvaginal

Transurethral
Intravascular

Peripheral Vessel P P P P P P. P

Laparoscopic

Musculo-skeletal P P P P P P Pt P

(Conventional)

Musculo-skeletal P P P P P P. P

(Superficial)

Other (specify)

P-previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,

#K022567, #K002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler.

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler. B+Clarify VE

**small organs (breast, testes, thyroid, penis)

(PLESE D)O NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Division of Reproductive, Abdominal
and RadiologicalDvcs j fl
510(k) Number iv v

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.10 of 6.31



Siemens Medical Solutions USA, Inc, ACUSON SequoiaT
M Ultrasound System

Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known): 1 0 13 0'& '

Device Name: 8I,5'1'

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWID CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal
Abdominal
intraoperative P P P P P P P* p
Abdominal
Intraoperative PP P P P P P* P
Neurological

Pediatric PP P P P P P* P
Small Organ PP P P P P P. P
(specify)**
Neonatal Cephalic

Adult Ceplalic
Cardiac P P P P P P. P

Trans-esophageal
Transrectal -

Transvaginal
Transurethral
Intravascular
Peripheral Vessel P P P P P P p. P
Laparoscopic

Musculo-skeletal Pp p p p p P P P
(Conventional)

Muscu;o-skeletal P P P P P P. P
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052410, #K1051139, #K041319, #K032114, and
#K022567.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarifv VE

**small organs (breast, testes, thyroid, penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devices sr t:
S1k 6) Number -

Section 6 Diagnostic Ultrasound Indications for Use Frorm Pg. 6.11I of 6,31



Siemens Medical Solutions USA, Inc. ACUSON SequoiaT" Ultrasound System
Ultrasound Division Special 510) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K< 0 6 0 & P. ~"'

Device Name: 914

Indications for Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical A I M PWI) CWV) Color Power Color Combined Harmonic
Application Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal N N N N N Nt N
Abdominal

lntraoperative N N N N N N* N
Abdominal
lntraoperative N N N N N N N
Neurological

Pediatric N N N N N N' N
Small Organ N N N N N N Nt N
(specify)**
Neonatal
Cephalie
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal

Transurethral
Intravascular

Peripheral Vessel N N N N N N Nt N
Laparoscopic

Musculo-skeletal N N N N N N N* N
(Conventional)

Musculo-skeletal N N N N N N N
(Superficial)

Other
(specify)***
N=New Indication

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler. B±Clarify VE

**small organs (breast, testes, thyroid, penis)
***neonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sig
Division of Recroductie, Abdominal,
ansi- P;5rdt-lngial Dev/ices t64% Y

6 ! 0(k) N umber ---

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.12 of 6.31



Siemens Medical Solutions USA, Inc. ACUSON Sequoiam Uiltrasound System
Ultrasound Division Special 510)(k Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): 3( c9 a C .

Device Name: 13L5SP

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD CwI Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal
Abdonfinal
Intraoperative P P P P P P* P
Abdominal
Intraoperative P' P P P P P P, P
Neurological
Pediatric P P P P P P P* P
Small Organ P P P P P P P* P
(specify)**
Neonatal Cephalic
Adult Cephalic
Cardiac P P P P p P P* P
Trans-esophageal
Transrectat
Transvaginal
Transurethral
Intravascular
Peripheral Vessel P P P P P P. P
Laparoscopic
Musculo-skeletal P P P P1 P P P. P
(Conventional)
Musculo-skeletal P P' P P P P P* P
(Superficial)
Other (specify)
P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114, and
#K022567.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+C DClarify VE

**small organs (breast, testes, thyroid, penis) .___

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Presyiption Usc(P r 21 CFV 801 109)

lDivision Si'qn-Off)
l~v-siro { A Reproductive, Abdominal,
at!. ,,, ,,aI Devices

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.13 of 6.31



Siemens Medical Solutions USA, Inc ACUSON SequoiaT " Ultrasound System

Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): k c/a a '"

Device Name: 15L8

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M IWI CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

l)oppler Imaging

Ophthalmic
Fetal
Abdominal
lntraoperative P P P P P. P
Abdominal
Intraoperative P P P P P P P * P
Neurological

Pediatric P P P P P P* P

Small Organ P P P P P P P* P
(specify)*
Neonatal Cephalic

Adult Cephalic
Cardiac Pp P P P P P. P

Trans-esophageal
Transrectal
Transvagin alI
Transurethral
Intravascular
Peripheral Vessel P P P P P P P

Laparoscopic

Musculo-skeletal P P P P P P P* P
(Conventional)
Musculo-skeletal P P P P P P P. P
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,

#K022567, #K002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B+PWD. B+CWD, B+Color Doppler, B+M+ Color Doppler,

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Dopiler, B+CWD+Power Doppler, B+Clarify VE

**small organs (breast, testes, thyroid, penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Pr 'scription Use e 21 9FR 801]109)

(Division S ign-Off]
Dwis501,0 of , Reproductive Abdominal,
a nt Ii lDevices-, 2 / A i
S51 D> inosticUltraoundndicaiosorUeForPg.1

Section 6 Diagnostic Ultrasound Indicalions for Use Form Pg. 6.14 of 6.31



Siemens Medical Solutions USA, Inc. ACUSON SequoiaT M Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K 0630 &-
Device Name: 15Ldw

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWM) CWI) Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal P P P P P P P* P

Abdominal P P P P P P Pt P
Intraoperative P P P P P P Pt P
Abdominal
lntraoperative P P P P P P P* P
Neurological

Pediatric P P] P P P P Pt P
Small Organ P P P P P P Pt P
(specify) t I
Neonatal Cephatic

Adult Cephalic
Cardiac P P P P P P P. p

Trans-esophageal
Transrectal
Transvaginal

Transurethral
Intravascular
Peripheral Vessel P P P P P P Pt P
Laparoscopic
Musculo-skeletal P P P P P P pt P
(Conventional)

Muscuto-skeletal P P P P P P p* P
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,
#K022567, #K002807, and #K973767.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,
B+M+Powcr Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**small organs (breast, testes, thyroid, penis)

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurtrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.4109)

(Divisior Sign-O
P vision of Reprod uctive, Abominal,

ned Radiological Devies e Pg 6 1 o 63
Section 6 h~~~~~6I 0(k) Nutnibe~ ~~ '

Section 6 ~~~~Diagnostic Ultrasound Indications for Use Form Pg. 6.15 of 6.31



Siemens Medical Solutions USA. Inc. ACUSON Sequoia TM Ultrasound System
Ultrasound Division Special 510(0) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): V' O 69 3 v D. t-

Device Name: 17L5

Indications for Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical A B M PWD) CWD Color 'Power Color Combined Harmonic
Application Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophtthahrnic
Fetal N N N N N N N. N

Abdominal N N N N N N N* N
lntraoperative N N N N N N N* N
Abdominal
Intraoperative N N N N N N N* N
Neurological
Pediatric N N N N N N N* N
Small Organ N N N N N N N* N
(specify) t *

Neonatal
Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transuretlual
Intravascular
Peripheral Vessel N N N N N N N* N
Laparoscopic
Musculo-skeletal N N N N N N N* N
(Conventional)

Musculo-skeletal N N N N N N N* N
(Superficial)

Other
i(specify)tt* * * _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _

N=New Indication

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

**small organs breast test.etyjy penis

***neonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescr~ption Use (Pl 21 C 1.1

(Division Sign-Off] (
Division of Reproductive, Abdominal,
Sec tadiological Devices f F go

5 O)Number, _ ___________________

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.16 of 6.31



Siemens Medical Solutions USA, Inc, ACUJSON SequoiaTM Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): k["$ P t 0 D ~"

Device Name: V5M TEE

Ibrended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWI) CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal
Abdominal P P P P P P P * P
Intraoperative
Abdominal
Intraoperative
Neurological

Pediatric P P P P P P P. P
Small Organ
(specify)**
Neonatal Cepbalc
Adult Cephalic
Cardiac P P P P P P P. P
Trans-esopbageal P P P P P P P * P

Transrectal
Transvaginal

Iransurethral
Intravascular

Peripheral Vessel
Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052410, #K052021, #K051139, #K041319,
#K032114, #K022567, #K002807, and #K973767.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

{DivisiongSi 6n-Off}0 L
Division of Reproductive, Abdominal,
and Radiological Devices ")'
5 10(k) Number _-___f__

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.17 of 6.31



Siemens Medical Solutions USA, Inc. ACUSON SequoiaTM Ultrasound System
Ultrasound Division Special 510(k) Sublission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known): K v6~O3 D

Device Name: V7M TEE

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD CW) Color PoColo rolor Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging
Ophthalmic
Fetal 

_ _ _ _ _ _ _ _ _ _ _ _ _ _
Abdominal P P P p p p p, p
Intraoperative 

_______
Abdominal
intraoperarive
Neurological
Pediatric P P P P P P. P
Small Organ
(specify)**
Neonatal Cephalic
Adult Cephalic
Cardiac P P P P P P P, P
Trans-esophageal P P -P P P pP P
Transrectal

lTransvaginal 
______ _ _____Transurethral

Intravascular
Peripheral Vessel

[Laparoscopic 
_______

Musculo-skeletal
(Conventional)

-Musculo-skelea.l-
(Superficial)

* Other (specify)
P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114, and
#K022567.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler.
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Signt-Off)
Division of Reproductive, Abdonitihal,
and Radiological Devices
51 0(k) NumberasudniatososeFrmP.6._o63

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.18 of 6.3I



Skiemen Medical Solutions LUSA, Inc. ALLISON SequoiaT M Ultrasound Sysleiri
Ultrasound Division Special 5 IO~k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known): k4 o6 30 &
Device Name: V7B3 TEE

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic

Fetal
Abdominal P P P P P P P~ P
Intraoipcrative
Abdominal
Int raoperatlive
Neurological
Pediatric P P P P P P P.P
Small Organ
(specify)**

Neonatal Cephalic
Adult CephalicII
Cardiac P P P P P P P.P
Trans-esophageal P P P P P P P.______P

Trans rectal
Transvaginat

Transurethral
Intravascular
Peripheral Vessel
Laparoscopic
Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (.specify) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

P~previously cleared by the FDA under premarkeL notifications #K052410, #K051 139, #K(041319, #1(032114, and
#K(022567.

Additional Comments:
*Combinations include: B-iM. B+PWD, B3±CWD. B±Color Doppler. B-iM+ Color Doppler.
B±PWD+Color Doppler, B±CWD±Color Doppler, B+Power Doppler,
B±M±Power Doppler. Bq-PWD+Power Doppler, B+CWD+Power Doppler, B±Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

1riiscrPr~rQjtionD1Vs ~Pmr2 CSF~R8 0l109~)

Pen ;frrujctive. Abdominal,

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.19 of 6.31



Siemens Medical Solutions USA, Inc ACUSON SequoiaTM Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): . 0 '3o &S
Device Name: 3V2c

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD) CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging
Ophthatmic
Fetal P P P P P P p
Abdominal P P P P P P P* p
tntraoperative
Abdominal
Intraoperative
Neurological
Pediatric P P P P P P P. P
Small Organ
(specify)**
Neonatal Cephalic
Adult Cephalic P P P P P P P* P
Cardiac P P P P P* P
Trans-esophageal
.Transrectal
Transvaginal

Transurethral
Intravascular 

__- -________

Peripheral Vessel
Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skdeetal
(Superficial)
Other (specify)*** P P P P P p* P
P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, -#K032114, and
#K022567.

Additional Comments:
*Combinations include: B+M. B + PWD. B+CWD, B+Color Doppler, B+M+ Color Doppler.
B+PWD+Color Doppler, B+CWD+ Color Doppler. B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler, B+-iClarify VE

***neonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)

Dimision of Reprodutive, Abdominal

Section 6 )iagno )cYtLIPaS nidLat:c for r U.g Po 6.20 of 6.31



Siemens Medical Solutions USA, Inc ACUSON SequoiaT M Ultrasound System
Ultrasound Division Special 510(k) Submnission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): o:0 30 - e'-
Device Name: 4VI

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD CWD Color Power Color Combined Harmonic
l)oppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal P P P p p P Pt P

Abdominal P P P P P P. P

Intraopcrative P P P P P P P. P
Abdominal
ltratoperativc
Neurological
Pediatric P P P P P P P. P

Small Organ
(specify) t

*

Neonatal Cephalic

Adult Cephalic N N N N N N N* N

Cardiac P P P P P P P* P

Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vessel P P P P P P P* P

Laparoscopic
Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114, and
#K022567.
N=Ncw Indication

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(ID sionvSign-Off) 0)
Division of Reproductive, Abdominal,
and Radiological Devices// A -
510(k) NumberO_ /KJUY•

Section 6 Diagnostic Ultrasound Indications for UJse Form Pg. 6.21 Of 6.31



Siemens Medical Solutions USA, Inc. ACLUSON Sequoia TM Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known): K< v) S t5 t , I
Device Name: 4Vlc

intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

ClinicalApplication A B M PWI) CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal P P P P P P P* P

Abdominal P p p p P P Pt P
Intraoperative P P P P P P P* P
Abdominal
tntraopcrative P P P P P P P* P
Neurological

Pediatric PP P p p P Pt P
Small Organ
(specify)tt
Neonatal Cephalic

Adult Cephalic P P P P P P Pt P
Cardiac P P P P P P Pt P
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vessel P P P P P P P* P
Laparoscopic
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (specify)... P P P P P P Pt P
P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114, and
#K022567

Additional Comments:
*Combinations include: B+M, B+PWD, B±CWD. B+Color Doppler. B±M± Color Doppler.
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler. B+CWD+Power Doppler, B+Clarif¥ VE
***neonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Diviin g-f

Division of Repro uctive, AbdOrninal,
and Radiological Devices"
510(k) Number

Section 6 Diagnostic Ultrasound Indications for Use Form Pg. 6.22 of 6.31



Siemens Medical Solutions USA, IncJ ACUSON SequoiaT M UItrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known). [ /'-

Device Name: 4V2

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal P P P P P P P. P
Abdominal P P P P P P P. P
Intraoperativc
Abdominal
Intraoperative
Neurological

Pediatric P P P P p P P* P
Small Organ
(specify)**
Neonatal Cephalic

Adult Cephalic
Cardiac

Trans-esophageal
Transrectal
Transvaginal
Transureihral
Intravascular
Peripheral Vessel
Laparoscopic
Musculo-skelctal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #KO32114,

#K022567, #K002807, and #K973767.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarifv VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)o
Oivision of Reproductive, Abdominal,
oard Radlological Devices
Siltk) Number Pg.6.3 f .3
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Siemens Medical Solutions USA, Inc. ACUSON SequoiaT M Ultrasound Systcmr
Ultrasound Division Special 510do) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): 1kV 63 oY SgC
Device Name: 5V2c

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWL) CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalnic
Fetal P P P P P P P. P

Abdominal P P P P P P. P
lntraoperative
Abdominal
tntraoperative
Neurological
Pediatric P P P P P p P* P
Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic
Cardiac P P P P P P Pt P

Transesophageal
Transrectal
Transvaginal

Transurethral
Intravascular
Peripheral Vessel P P P P P P P* P
Laparoscopic
Musculo-skcletal
(Conventional)

Musculo-skeletal
(Superficial)
Other (specify) tt t P P P P P P pI P

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,
#K022567, #K002807, and #K973767.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler. B+CWD+Color Doppler, B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler. B+CWD+Power Doppler, B+Clarify VE

***neonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign- Off
Division of Reproductive. Abdominal,
and Radiological Devices Ug
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Siemens Medical Solutions USA, Inc. ACUSON SequoiaT M tiltrasound System

Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): 1'/ O "

Device Name: 7V3c

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PW1D CWD Color Power Color Combined Harmonic

loppler (Amplitude) Velocity (Specify) Imaging
Doppler Imaging

OphthalmicI
Fetal]P P P P P P P

Abdominal P P P PPP. P

[ntraoperative P P P P P P P P
Abdominal
Intraoperative P P P P PP
Neurological

P>edianic P P P P P P P*

Small Organ
(specify)**

Neonatal Cephalic P P P P P P P P
P Pt P~~~~

Adult CephalVe
Cardiac P P P P P pP P

Tra n s ~ _-esophageiil ~ ~
T20andsrectal

Transvaginal
Transureflhral

Intravascuflar

PeripheralVessel P -P -P -P -P P P. *

Laparoscopic,
Musculo-skeletal
(Conventional)
Moscalo ~skeletal
(Superficial) - 1 l -

IOther (specify)*** P P PP P. P P

P~previously cleared by the FDA under premarket notifications #K05241 0, #K051139, #K041319, #K032114,

#K022567, #K002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Dopplr, B+M+Cl o rDoplr

B+PWD+Color Doppler, B+CWD+Color Doppler. B+Power Doppler.
B+M+Power Doppler, B+PWD+Power Doppler, B±CWD+Power Doppler. B+Clarifv VE

***neonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

{Division Sign-Off)
Division of Reproduc ve, Abdominal,
and Radiological Devices
510(k) Number
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Siemens Medical Solutions USA. Inc. ACUSON SequoiaTM Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): 0/ 3 0,

Device Name: 8V3

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWID CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

______________________ ~~~~~Doppler Imaging
Ophthalmic
Petal P P p p P P P* p
Abdominal p p p P P P P* p
Intraoperative P P P P P p p * p
Abdominal
Lntraoperative I' P P P P P p* P
Neurological

Pediatric P P P P P p p * p
Smoall Organ
(specify)*

Neonatal Cephalic P P p P p p p* p
Adult Cephalic
Cardiac P P P P P P P* p
Trans-esophiageal
Transrectal
Transvaginal

Transurethral
[Intravascular
Peripheral Vessel P P P P P P P* P
Laparoscopic
Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)** P P P P P P p. p
P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, and #K032114.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M± Color Doppler,
B+PWD+Color Doppler, B+CWD±Color Doppler, B±Pow er Doppler,
B+M+Power Doppler, B±PWD+Power Doppler, B+CWD+ Power Doppler, B+Clarify VE

***neonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

{{;v'siorn Sign-Off) /~ /
Division of Reproduc te, Abdotnral,
and Raditoqo§cal Devices , .,
5 1(k) Number . . ... _ U _ _.)_jglJ
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Siemens Medical Solutions USA. Inc ACUSON SequoiaTM Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10(k) Number (if known): 1<K o630&
Device Name: 8VS

bltended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD CWD) Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalnic
Fetal P P P P P P P. P

Abdominal P P P P P P P. P
Intraoperative P P P P P P Pt P
Abdominal
lntraoperative P P P P P P P. P
Neurological

Pediatric P P P P P P P. P
Sinall Organ
(specify)**
Neonatal Cephalic P P P P P P P. P

Adult Cephalic
Cardiac P P P P P P P. P

Trans-esophageal
Transrectal
Transvaginal

Transurethral
Intravascular
Peripheral Vessel P P P P P P P* P
Laparoscopic

Musculo -skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (specify)*** P P P P P P P. P

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K0321 14,
#K022567, #K002807, and #K973767.

Additional Comments:

*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,

B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarifv VE

***neonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Division of ReproI uctive A'ominal,
and Radiological Devicces
510(k) Numlt it
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Siemens Medical Solutions USA, Inc, ACUSON SequoiaTM Ultrasound Syslem
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K cq /3o (&<"
Device Name: 10V4

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal P P P P P P P* P
Abdominal P P P P P P P* P
haraoperative P P P P P P P* P
Abdominal
Intraoperative P P P P P P P. P
Neurological
Pediatric P P P P P P P* P
Small Organ P P P P P P P. P
(specify)t*
Neonatal Cephalic P P P P P P P, P

Adult Cephalic
Cardiac P P P P P P P. P
Trans-esophageal
Transrectal
Transvaginal

Transurethral
Intravascular
Peripheral Vessel
Laparoscopic
Musculb-skeletal
(Conventional)

Musculo-skeletal
(Superficial)
Other (specify) t *t P P P P P P P. P
P=previously cleared by the FDA under premrarket notifications #K052410, #K051139, #K041319, #K032114, and

#K022567.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,

B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarifv VE
**snall organs (breast, testes, thyroid, penis)___
***neonatal cardiac

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801. 109)

Divlision Sn-O$
DRvision of Reproductive, Abdominal,
and Radiological Devices-
510(k) Number F g .3
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Siemens Medical Solutions USA, Inc. ACUSON SequoiaT M Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Formn

510(k) Number (if known): ]< p b -'

Device Name: AUX CW

Intended Use: Ultrasound imaging or fluid flow analysis of the human
body as follows:

Clinical Application A B M PWD CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic
Fetal
Abdominal
Intraoperative
Abdominal
Intraoperative
Neurological

Pediatric P
Small Organ
(specify)**

Neonatal Cephalic

Adult Cephalic
Cardiac P
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vessel P
Laparoscopic

Musculo-skeletal
(Conventional)

Musculo-skelelal
(Superficial)

Other (specify)
P-previously cleared by the FDA under premarket notifications #K052410, #K051139, #K041319, #K032114,
#K022567, #K002807, and #K973767.

Additional Comments:

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR/01.109)

(DiviinSnOf)
Division of Reproductive, Abdominal,
arnd adiologicai Devices
5 1 Dn Number a on I iatis P6
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Sienens Medical Solutions USA, Inc ACUSON SequoiaTM Ultrasound System
Ultrasound Division Special 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K 0< ~ 3 V f , -t

Device Name: Sequoia Ultrasound System

Transducer: AcuNav (ICIOVS or 10F) Ultrasound Catheter

Indications for Use: The AcuNavT M Ultrasound Catheter is intended for intra-cardiac
and intra-luminal visualization of cardiac and great vessel
anatomy and physiology as well as visualization of other devices
in the heart.

Clinical Application A B M PWD CWD Color Power Color Combined Harmonic
Doppler (Amplitude) Velocity (Specify) Imaging

Doppler Imaging

Ophthalmic

Fetal
Abdominal
Intraoperative
Abdominal
lntraoperative
Neurological

Pediatric
Small Organ
(specify)"*

Neonatal Cephatic

Adult Cephalic
Cardiac P P P P P P* P

Trans -esophageat
Transrectal
Fransvaginat

Transurethral
Intra-luminal P P P P P P P. P
Peripheral Vessel
Laparoscopic
Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (Intra-Cardiac) P P P P P P P* P

P=previously cleared by the FDA under premarket notifications #K052410, #K051139, #K033650, #K033196, and
#K992631.

Additional Comments:
*Combinations include: B+M, B+PWD, B+CWD, B+Color Doppler, B+M+ Color Doppler,
B+PWD+Color Doppler, B+CWD+Color Doppler, B+Power Doppler,
B+M+Power Doppler, B+PWD+Power Doppler, B+CWD+Power Doppler, B+Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 2 CFR 801.109)

Division of Reproductive, Abdominal.
SaedRaionagnosticas Devices f
rhI O~k) Number /
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Sieimns Medical SoLutios USA, InC. ACUSON SequoiaTm Ultrasound System,
Ujlrasound Division Special 510(k) Submisision

Diagnostic Ultrasound Indications for Use Form

510(k) Number (if known): K 6 0 S S?
Device Name: Sequoia Ultrasound Systemn

Transducer: AculNav 81F Ultrasound Catheter

Indications for Use: The AcuNaViM Ultrasound Catheter is intended tor intra-cardiac
and intra-lunninal visualization of cardiac and great vessel
anatomny and physiology as well as visualization of other devices
in the heart.

ClutinicalApplicaion A_ Bit M PWD CWD -Color Po-wer Color Combinedl Harmonic
Doppler (Aniplitude) Velocity (specify) Inmaging

Doppler Imaging

Fedotal a

Abdorninal
Intraoperative 

______

Neurological
Pediatric 

______

Small Organ 
_ _____

(specify) tt

Neonatal Cephalic
Adult Cephalic 

______

Ccadiac P P P P P P P.
Trans-esophageal 

_______

Transrectal
Transvaginal 

_______

Transurcthral
Intra-tumninal P P P P P pp* p
Peripheral Vessel 

_ _ _ _ _ ______ _____

Laparoscopic ~ ________
Mu-sculo-skeletal 

____-___

(Conventional)

Musculo-skeletal
(Superficial)
Other (Intra-Cardiac) P P P - T P -P P tP
P~previoursly cleared y the FDA under prernarket notifications #K052410, #K05 1139, and #K042593.

Additional Comments:
*Combinations include: B±M, B+PWDB-W .BClrDplr ± +ClrDplr
B-iPWD±Color D~oppler, B+CWD±ColorDo le.BPwrope,
B+]M±PwrDpleBPDPowrDpleBC D±Power Dopler, B±Clarify VE

(PLESE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrencc of CDRH, Office of Device Evaluation (ODE)

Prescriptio Use (Per 21CF )801.109)

(Division inOf
DivisionoRprdcieAdrtaf
and Radiological Devices s
510lk) Number t __ ____

Section 6 Diagnostic Ultrasound Indications for Usc Form Pg. 6.31 of 6.31


